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ACTOR ROLES
W h a t  a r e  t h e  d i � e r e n t  A c t o r  r o l e s  i n  E U D A M E D ?

The Single Registration Number (SRN) 
uniquely identifies every economic 

operator in EUDAMED. 
The SRN is issued once the relevant 
competent authority has validated the 

Actor registration request. 

Actor role
 abbreviation

Country ISO2 code 9 digits
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W H A T ’ S  A N  S R N ?

The economic operator will obtain a unique 
SRN for each actor role.

If the economic operator has multiple roles, 
separated registration requests are required 

in order to obtain a different and specific 
SRN for each actor role.

V A L I D A T I O N  P R O C E S S

The economic operator submits an actor 
registration request in EUDAMED.

For non-EU manufacturers, its authorised 
representative verifies the registration 

request before passing it to the national 
competent authority for assessment.

The national competent authority issues 
the SRN (generated by EUDAMED) 

after approving the registration request.

EUDAMED notifies the SRN via email 
to the economic operator.

EU manufacturer, authorised 
representative, importer and 
system/procedure pack producer

1 

2

3

Non-EU manufacturer

DG Health and 
Food Safety

Authorised representative

Competent authority

Distributors are not registered in EUDAMED

ECONOMIC OPERATORS
M a n u f a c t u r e r ,  A u t h o r i s e d  r e p r e s e n t a t i v e ,  S y s t e m  &  P r o c e d u r e  p a c k  p r o d u c e r

a n d  I m p o r t e r

GENERAL VALIDATION PROCESS
W h a t ’ s  t h e  v a l i d a t i o n  p r o c e s s  t o  r e c e i v e  a n  S R N

Organisation A is located in 
Belgium and acting as a:
     Manufacturer 
This organisation will have to 
register via EUDAMED its actor for 
its single role. Following approval 
of the competent authority, its actor 
will be assigned as example the 
following SRN:

BE-MF-000000001

Organisation B is located in 
Belgium, and is acting as a: 
     Manufacturer
     Importer 
This organisation will have to 
register via EUDAMED an actor 
for each role of the organisation. 
Following approval of the 
competent authority, each actor 
will be assigned as example
the following SRNs:

BE-MF-000000002 
(for manufacturer actor)

BE-IM-000000003 
(for importer actor)

SRN 
is issued
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EUDAMED is the IT system that will be made of 6 modules, among which the first one is the Actor 
registration module, developed by the European Commission to implement Regulation (EU) 2017/745 
on medical devices and Regulation (EU) 2017/746 on in vitro diagnosis medical devices.

NBs will come from NANDO (available with NB & 
Certificate module)

An actor is a natural or legal person (organisation) 
with a specific role that has to be registered 

in EUDAMED.
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医疗器械法规合作伙伴 
临床试验 CRO/CRA/SMO/CRC合作组织 

值得信赖的专业医疗器械行业整体解决方案服务商

专业带去价值，服务赢来美誉！ Http://www.hlongmed.com 



【MDR CE 宝】
企 业 MDRCE 认 证 必 备 专 业 工 具 箱

MDRCE 认证

知识库

龙德医械研究所

企业级社群

加入可获得更多医械知识福利

医疗器械法规合作伙伴 
临床试验 CRO/CRA/SMO/CRC合作组织 

值得信赖的专业医疗器械行业整体解决方案服务商

专业带去价值，服务赢来美誉！ Http://www.hlongmed.com 




